
Saving and Reopening SPL 
Documents Using SPL Xforms

Basic instructions for using SPL 
Xforms to save and revise 

SPL documents.
Version 1.0



Saving SPL Xforms



Saving SPL Xforms

• View data in fields to ensure accuracy and 
completeness



Saving the SPL Document

• When saving an SPL document for the first time, 
click the “Save As” button.

• If you select the “Save” button to save document 
for the first time, you will not save the document.



Security Prompt

• Select “Allow” to continue saving the document 
after reviewing the security message.

• To avoid this message in future, check the 
“Remember This Decision” check box.



Creating the Submission Folder

• Choose computer location in which to store folder to 
contain the SPL file.

• Create a folder in which to store the listing SPL file.
• Only add one SPL document per folder.
• Click folder to open.



Naming the Submission Folder

• There is no folder naming convention 
• However, we recommend that you not use 

symbols in the name of the folder.



Naming the SPL File

• Use the document ID (GUID) as the document file name
• Use “.xml” as the file extension
• Choose “Save” button
• If you do not follow these steps your SPL will FAIL 

validation.



Saving the File cont…

• If save action was successful, “Save Successful” 
prompt should display.



Reopening SPL Documents for 
Review or Revision



Open SPL Xforms

• Open SPL xforms which was used to create the 
SPL document

• Ensure that the type of SPL Xforms is the same 
as the type of SPL file you are attempting to 
open.



Selecting Open Button

• Click the “Open” button to begin “file opening” 
process.



Security Prompt

• Select “Allow” to continue saving the document 
after reviewing the security message.

• To avoid this message in future, check the 
“Remember This Decision” check box.



Navigating to SPL Location

• Determine location of SPL document.
• Navigate to location of SPL document



Selecting File to Open

• Using computer mouse, select the file to be 
opened for revision or review.



Opening File cont…

• If opening of the file was successful, “Open 
Successful” prompt will display.



Notes

• Ensure that SPL file has the file extension 
“.xml” before saving or reopening SPL 
documents.

• Ensure that file extension is in lower case 
letters.

• SPL R3 documents can not be edited via 
the SPL R4 Xforms. 

• Invalid SPL R4 files may not be editable 
via the SPL R4 files.



Test Your SPL R4 Submissions

• Use Pragmatic Data Validator Lite to test 
your SPL files prior to transmission to 
FDA: 
http://www.fda.gov/ForIndustry/DataStand 
ards/ucm155514.htm

• NOTE 
– This validator tool is NOT connected to FDA 

database.  
– This tool assist you in detection of 90 – 95% 

of technical errors in SPL documents.

http://www.fda.gov/ForIndustry/DataStandards/ucm155514.htm
http://www.fda.gov/ForIndustry/DataStandards/ucm155514.htm


Submitting Files via FDA Gateway



Stay Informed

• Join FDA Data Standards Council listserv
• http://www.fda.gov/ForIndustry/DataStand 

ards/default.htm

http://www.fda.gov/ForIndustry/DataStandards/default.htm
http://www.fda.gov/ForIndustry/DataStandards/default.htm


SPL-related 
Technical Assistance/Questions

• SPL e-mail account (spl@fda.hhs.gov)

mailto:spl@fda.hhs.gov
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